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In the Matter of

Schering-Flough Corporation,
a corporation,

Upsher-Smith Lahorgtories, Inc.,, Docket No. 9297

& cOrporation,
and

Americap Home Producis Corporalion,
a corporation.
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UPSHER SMITH'S STATEMENT OF THE CASE

In compliance with the Scheduling Order dated May 3, 2001, Upsher-Smuth hereby
provides a statement of the case (i} identifying the factual and legai isswes for resolution, {ii}
reporting on discovery and (i) addressing settlement negotiations.
L FACTUAL AND LEGAL ISSUES

If this proceeding progresses to trial, Upsher-Smith will prove that it did not recetve any
money or other consideration to delay the introductiom of its generic version of K-Dur 20.
Upsher-Smith will prove that it resolved Schering’s patent-infringement svit in a bona fide
settlement allowing it to market its peneric on September |, 2001 — five years before the
expiration of Schermg’s patent — and E;"ven earlier if another generic were introduced before then.
Upsher-Smith will prove that this settiement was pro-competitive, guaranteging generic
competition five years before it would have occurred if Schering had won the Itigation and
probably even before it would have ccourred if Upsher had won, given the appeal process and the

logistics of a new product launch.



At toal Upsher-Smith will disprove the Complaint’s allegation that the Schﬂl'inga’[jpshern
Smoth heensing agreement was a sham intended to disguise a payment to delay pgeneric
competition.  Upsher-Smith will prave that the licensing apreement was a separzte, bonz fide
transaction, and that the drﬁgs being licensed — most notabiy Niacor SR but the others as weil —
had value in Iine with the consideration received from Schenng. In particular, Upsher-Smith will
prove that prior to the Schering transaction it had spent mm excess of ten muthon dollars on R&D
for Niacor SR over several years and was commmtied to receuping thal expense by licensing the
product outside the Uniied States, Months bufore discussing any licensing iransaction with
Schering, Upsher-Smith had retained a UK. consultant to identify & European licensing parincr
for Niacor SR, specifically contemplating substantial upfront payments. Upsher-Smith also bad
already had substantive discussions with major pharmaceutical compames about licensing Niacor
SR in Curope, at least one of which indicated a willingness to pay substantial vpfront payments.
At the same titne, another pharmaceutical company, KOS, had achieved 2 markel value in the
handreds of millions on the strength of an extended-release niacin product similar to Niacor SR.

Complaint Counsel appear intent cn denigrating the value of Niacor SR and the other
drugs licensed to Schering, exaggerating side effects and regulatory hurdles. This strategy will
fail. At trial Upsher-Smith will prove — through fact and expert testimony — that the drugs
licensed to Schering had substantial value, commensurate with the consideration paid by Schering,
and that the terms of the licensing agreement were otherwise reasonable. Indeed, the cvidence
adduced will be sufficiently powerful that Complaint Counsel will be forced to retreat from their
contention — expressed in open court at the July 25, 2001 hearing (Tr. 37-38) — that the drugs

were worthiess and that the entire licensing fee paid by Schening to Upsher-Smith was for delay.



Complamt Counsel alse appear mtert on uwsing 20:20 hindsight to second-guess the
consideration Paid by Schering. This strategy, too, will fail. A licensing transaction ~— [ike any
investment — can be fairly assessed only on the basis of the facts and circumstances prevailing at
the time that it was entered; many investments may look unwise years later with the benefit of
new information and marketplace developments. Upsher-Smith will prove that the drugs it
licensed to Schering in 1997 had a value reasonably i the range of what Schering agreed to pay
at that time.

At the July 25, 2001 hearing Complaint Counsel conceded that to win this case they must
prove that Schetite paid Upsher-Stath to delay entry. Tr. 32, 34-35 Complamt Counsel will not
be able 10 make this showing. Schering paid Upsher-Smith only for the right to market Niacor SR
and certain other drugs under the terms of their licensing agreement.

While Upsher-Smith’s factual showing ought to dispose of the clauns agmnst it, the
allegations made by Complaint Counsel raise a host of other issues, including the following: Is
the setllement agreement per se unlawfil or subject w the rule of reason? Dwoes the seitlement
agreement fall cutside the mule of rcason® s it unlawful cven if the pavment achieves a
procompehtive settiernent that 1s not otherwise actuevable? Is it unlawful even if the patent
tolder would preval in its claim? Is the amount of the payment relevamt? 1t nominal
consideration permissible? Are generic firms limited by the U. 5. antitrust laws to one-dimensienal
settlements that only mvolve reducing the fime of a patent? Are nmultfaceted settlement
transactions inherently suspect and subject to challenge? Have they been subjected to prior
judicial condemnation under the antitrust laws? In an admittedly difficult and cxpensive patent
infrinpement action, should a patent settlement asreement that shaves off more than half of the

rematning life of a patent recetve any forther second-guessing? ls it the proper function of the law



to second-guess in hindsight the valuation piaced on righis or assets by businesspeople? Should
hindsight enter inte an assessment of the bargained for consideration exchanged in a licensing
agreetnent? Does the lav.r favor the settlement of lawsuits, especially i:atent—inﬁ‘i@emmt
lawsuits?

Did Upsher-Smith have 180-day exclusivity rights upon the sertlement with Schering? If
not, did it later obtain cxclusivity nghts? Was any other generic in fact prevented from entering
by Upsher-Smith’s exclusinty? Could any other generic have triggered Upsher-Smith’s
exclugivity nghts? When would Upsher-Smith have introduced its generic to K-Dur 20 but for
the setttement agreement? Ts this action, the appropriate forum For redrawing the balance struck
by Congress and the Courts m the Hatch-Waxman Act between gencric and branded drug firms?
jWhat other reasonable substitutes are availabie for K-Dur 20? Other issues can be expected o
arise as this proceeding progresses,

1L DISCOVERY

Upsher-Smith has fully complied with all of Complaint Counsel’s discovery demands.
Upsher-Smith conducted a painstakingly extensive and costly search of its employees® documents
and electrome files, and produced approximately 125 boxes of documents containing well over
200,000 pages. Upsher has alse produced its officers, corployees and coasultants promptly and
cooperatively for depositions. Six depositions have occurred, and seven more are scheduled.
Apart from depositions, two consultants have responded to subpeenas duces tecum, In addition,
Upsher-Smith has timely responded to two sets of requests for admissions. Notably, all of this
discovery is in addition te the extensive pre-complamt discovery provided to the Commission and

staff,



Nlustrative of Upsher-Smith’s cooperation is its handling of discovery rcgardi}lg David
Pecttit. Your Honor will recall that Complaint Counse! applied unsuccessfully for a subpoem
duces tecum addressed to Mr. Peitit, a UK. citizen and resident. Thereafter, Upsher-Smith
arranged for Mr. Pettit to provide all of his documents voluntarily to Complaint Counsel,
obviating a renewed application for a subpoena.

Upsher-Smith has served discovery requests of s own, but has not vet recaved any
documents in response. In response fo a sweeping request for documents, Complaint Counsel
provided boilerplate objections, but no decuments. In Tesponse 10 2 subpoena duces tecum, the
FDA sucecesshully moved to quash. Upsher-Smith 15 evaluating its options as to these discovery
matters, but at a minimum expects to serve subpoenas upon various non-parties in the coming
days. [psher-Smith seeks i particuiar discovery related to other pharmacmtica]. comparnies’
markcting of potassivm chlonde supplements including generic alternatives to K-Dur 20 Cxpent

discovery will commence shortly,
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ni. SETTLEMENT

Upsher-Smith is not currently engaged in anmy settlement discussions with Complaint

Counsel.

Dated; September 18, 2001 Respectfully submiited,

Christopher M. Curran

Rajeev K. Mahk

601 Thirteenth Street, W W,
Washington, [.C. 20005-3807
Telephone: (202) 626-3600
Facsimile, (202) §39-9333

Atiorneys for Upsher-Smith lLaboraiories, Inc.
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CERTIFICATE OF SERVICE

I herehy certify that on this 18" day of Scptember 2001 I caused copies of the forcgoing
Upsher-South’s Statement of the Case to be served upon the tollowing by hand deltvery.

The ilonorable Dr. Michael Chappell
Admiristrative Law Judge

Federal Trade Commission

600 Pennsylvania Avenue, N'W.
Washingten, DC 20580

Karen . Bokat

Federal Trade Commission, Room 3115
601 Pennsylvania Avemue, N'W.
Waslimgton, DC 20580

Laura S. Shores

Howrey, Simon, Arold & White
1259 Pennsylvania Avenue, N.W.
Washington, DT 20004

Cathy Hoffman

Arnold & Porter
Thurman Arnold Building
555 Twelfth Street, N.W.
Washmgton, DC 20004

Lo U

a.njw S. Kala
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Upsher-Smith Laboratories, ine., Docket No, 9297
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and

American Home Products Corporation,
a corperation.
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UPSHER-SMITH’S STATEMENT OF THE CASE

In compliance with the Scheduling Order dated May 3, 2001, Upsher-Smith hereby
provides a statement of the casc (i) identifying the factual and legal issues for resolution, (i)
repoiting on discovery and {iii) a;*jdressing settlement negotiations.

L FACTUAL AND LEGAT ISSUES

If this proceeding progresses to trial, Upsher-Smith will prove that it did not receive any
money or other consideration to delay the introduction of its generic version of K-Dur 20.
Upsher-Smith will prove that it resolved Schering’s pateni-infringement suit in a bnna fide
settlement allowing it te market its peperic on September 1, 2001 — five years before the
expiration of Schering’s patent — and even earlier if another generic were introduced before then.
Upsher-Smith will prove that this settiement was pro-competitive, guaranteeing guneric
competition five vears before it would have occurred if Schering had won the litigation and
probably even before it would have accurred if Upsher had won, given the appeal process and the

logistics of & new product launch.



At trial Upsher-Smith wall disprove the Complaint’s aIlﬂgation that the Schering/Upsher-
Smith licensing agreemoent was a sham intended to disguise a payvment to delay peneric
compelition. Upsher—Smit}z will prove that the licensing agreement was a separate, bona hde
transaction, and that the drugs being licensed — most notably Nizcor SR but the others as well —
had value in line with the consideration received from Schering. [n particular, Upsher-Smith will
prove that prior to the Schering transaction it had spent in excess of ten million dollarz on R&D
for Wiacor SR over several years and was committed to recouping that expense by licensing the
product outside the Unbed States. Months before discussing any heensing transaction with
Schering, Upsher-Smith had retamed a UX. consvltant to identify a European licensing partner
for Niacor SR, specifically contempiating substantial upfront pavments. Upsher-3mith also had
already had substamtive discussions with major pharmaceutical companies about licensing Niacor
SR in Eurcpe, at Jeast one of which indicated a willinaness to pay subsatantial uptront payn_lents.
At the same time, another pharmaceutical company, KOS, had achieved a market value in the
hundreds of millions on the strength of an extended-release niacin product similar to Niacor SR

Cemplaint Counsel appear intent on denigrating the value of Niagor SR and the other
drugs licensed 1o Schering, exapperating side effects and regulatory hurdles. This strategy will
fail. At trial Upsher-Smith will prove — through fact and expent testimony — that the dnegs
liccnsed to Schering had substantial valuc, commensuorate with the consideration paid by Schering,
and that the terms of the licensing agrecment were otherwise reasonable. Indeed, the evidence
adduced will be mufficiently pD‘I:WEI'ﬁII that Complaint Counsel will be forced to retrear from their
conlention — expressed in open court at the July 25, 2001 hearing {Tr. 37-38) — that the drugs

were worthless and that the entire licensing foc paid by Schering to Lipsher-Smith was for delay.



Complaimt Counsel alse appear intemt on u;sing 20:20 hindsight to second-gucss the
consideration paid by Schering. This stralegy, too, will fail. A licensing transaction — like any
investment — cain be fairly assessed only on the basis ra;F the facts and circumstances prevailing at
the tirne thal 1t was emtered; many invesiments may lock vowise years iatn:r with the bt:neﬁiluf
new informaiion and marketplace developments. Upsher-Smith will prove that the drugs it
licensed to Schering in 1997 had a value reasonably in the range of what Schenng agreed to pay
at that time.

At the July 25, 2001 hearing, Complaint Counsel conceded that to win this case they must
prove that Schering paid Upsher-Simith to delay emtry. Tr. 32, 34-35. Complaint Counsel will not
be able to make this showing. Schering paid Upsher-Smith only for the right to market Niacor SK
and certain other druys under the ferms of their icensing agrecment.

While Upsher-Smith’s factual showing ought to dispose of the claims against it, the
allegations made by Complaiat Counsel raise a host of otber issues, mchuding the following: Is
the seitlement agreement per se unlawful or subject to the rule of reason? Does the seltlement
agreement fall outside the rule of reason? Is it unlawhul cven if the payment achieves a
procompetitive settlement that is not otherwise achievable? Is it unlawful even if the patent
halder would prevail in its claim? Is the amount of the payment relevant? Is ponunal
consideration permussible? Are generic firms fimited by the U.S. antitrust laws to one-dimensional
settlements that only involve reducing the time of a patemt? Are multifaceted settlement
transactions inherently suspect and subject to challenge? Have they been subjected to prior
judicial condemnation under the antirust laws? In an adpuitedly difficult and expensive patem
- infiingement action, should & patent setilement agreement that shaves off more than half of the

remaining life of a patent receive any further second-guessing? Is it the proper function of the law
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to second-guess in hindsight the vatuation placed on rights or assets by businesspeople? Should
hindsight enter into an zssessment of the bargained lor consideration exchanged in a licensing
agreement?  Docs thc- law favor the settlement of lawsuis, especally patent-infringement
lawsuits?

id Upsher-Smith have 180-day exclusivity rights upon the settlement with Schering? If
not, did it later obtain exclusivity ngh1s? Was any other generic in fact prevented from entenng
by lpsher-Smuth’s exclusiviey?  Could anj;r other goneric have triggered Upsher-Sonith's
exclusivity rights? When would Upsher-Smith have introduced its generic to K-Dur 20 but for
the settlement agreement? Is this action, the appropriate forum for redrawing the balance struck
by Congress and the Courts in the Hatch-Waxman Act between generic and branded drug firms?
What other reasonable substitutes are available for K-Dur 207 Other issues can be expected to
arise as this proceeding progresses.

Il DISCOVERY

Upsher-Smith has fully complied with all of Complaint Counsel’s discovery demands.
Upsher-5mith conducted a painstakingly extensive and costly search of its employees” documents
and elecuone files, and produced approximately 125 boxes of documents containing well over
200000 pages. Upsher has also produced its officers, employees and consultants promptly and
cooperatively for depositions. Six depositions have occurred, and seven more are scheduled.
Apart from depositions, two consultants haﬁe-respﬂnded to subpoenas duces tecum. In additian,
Upsher-Smith bas timely responded to two sets of requests for admussions. Nolably, &ll of this
discovery 18 in gddition to the extohsive pre-c,qmplaim discovery provided to the Commission and

staff.
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lilustrative of Upsher-Smith’s cooperation is its handling of discovery regarding DPavid
Pettit.  Your Honor will recall that Complaint Counsel applied unsuccesstully for a subpoena
duces tecum addressed to Mr. Petiit, a UK. citizen and resident. Thereafter, Upsher-Smith
atranged for Mr. Pettit to provide all of his documents voluatarily to Complaint Counsel,
obwviating a renewed application for a mbpoena,

Upsher-Smith has served discovery requests of its own, but has not yet received any
documents in response. In response to a sweeping tequest for documents, Complaie Counsgl
provided boilerplate objections, but no documents. In response to a subpoena duces tcoum, the
FDA successtuily moved to quash.  Upsher-Smith is evaluating its options as to these discovery
matters, but at a minimiam expects to serve subpoenas Upon vanous non-parties in the coming
days. Upsher-Smith seak;s in particular discovery related to other pharmaceutical companies’
marketing of potassium chlonide supplements including generic alternatives to K-Dur 20, Expert

discovery will commence shortiy.



m. SETTLEMENT

Upsher-Smith is not currently engaged in any seftlement discussions with Complaimt
Counsel.

Dated: September 138, 2001 Respectilly submitted,
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Christopher M. Corran
Rajeev K. Malik

601 Thirteenth Street, N'W.
Washington, D.C. 20005-3807
Telephone: {202) 626-3600
Facsirmle: (202) 638-9355

Attorneys for Upsher-Smrith Laboratories, fnc.



CERTIFICATE OF SERVICE

I hereby certify that on this 18% day of Seprember 2001 I caused copies of the foregoing
Upsher-Smith's Statement of the Case to be served upon the following by hand delivery:

The Honorable I». Michael Chappell
Adrministrative Law Judpe

Federal Trade Commission

600 Pennsylvania Avernue, N'W.
Washlmgton, DC 20580

Karen G. Bokat

Federal Trade Comunission, Room 3115
601 Pennsytvania Avenue, NW.
Washington, DC 20580

Laura 8. Shores

Howrey, Simen, Arnold & White
1299 Pennsylvania Avenue, N.W,
Washimgton, DC 20004

Cathy Hoffinan

Amold & Porter
Thurman Amold Building
555 Twelfth Street, N.'W,
Washington, DC 20004

I
Sanjiv 5. Kala



